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1 . Transmitted herewith is an Amendment and Response Under 37 C.F.R. 1.111 in response to 
the non-final Office Action dated April 10, 2006. 

2. Additional Papers Submitted : 

(i) English language abstract of Nippon Rinsho (Jan. 2002) 60(1): 130-6 

(ii) AstraZeneca Development Pipeline: NCEs and line extensions (July 28, 2005) 

3. Extension of Time : The proceedings herein are for a patent application and the provisions of 
37 C.F.R. 1 . 1 36(a) apply. Applicants petition for a one-month extension of time from July 
10, 2006 to August 10, 2006, the fee for which is $120.00 as set out in 37 C.F.R. 1.17(a). If 
Applicants have inadvertently overlooked the need for an additional extension of time, 
please consider this a petition therefore. The Commissioner is hereby authorized to charge 
any additional fees which may be required, including fees due under 37 C.F.R. 1.16 and 

1 . 1 7, or credit any overpayment to Deposit Account 50-03 10. 

4. Transmitted herewith is a Terminal Disclaimer over U.S. Patent Application No. 10/502355 
("the '355 application"). Applicants note for the record that under MPEP 804.02, the filing 
of this terminal disclaimer is not intended to be an admission that Applicants' claimed 
subject matter is not patentably distinct over the claimed subject matter in the '355 
application. Rather, the filing of the terminal disclaimer "simply serves the statutory 
function of removing the rejection of double patenting, and raises neither a presumption nor 
estoppel on the merits of the rejection" (citing Quad Environmental Technologies Corp, v. 
Union Sanitary District, 946 F.2d 870 (Fed. Cir. 1991)). 
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5. Transmitted herewith is a Terminal Disclaimer over U.S. Patent Application No, 10/488,540 
("the '540 application"). Applicants note for the record that under MPEP 804.02, the filing 
of this terminal disclaimer is not intended to be an admission that Applicants' claimed 
subject matter is not patentably distinct over the claimed subject matter in the '540 
application. Rather, the filing of the terminal disclaimer "simply serves the statutory 
function of removing the rejection of double patenting, and raises neither a presumption nor 
estoppel on the merits of the rejection" (citing Quad Environmental Technologies Corp. v. 
Union Sanitary District, 946 F.2d 870 (Fed. Cir. 1991)). 

5. Transmitted herewith is a Terminal Disclaimer over U.S. Patent Application No. 10/451,262 
("the '262 application"). Applicants note for the record that under MPEP 804.02, the filing 
of this terminal disclaimer is not intended to be an admission that Applicants' claimed 
subject matter is not patentably distinct over the claimed subject matter in the '262 
application. Rather, the filing of the terminal disclaimer "simply serves the statutory 
function of removing the rejection of double patenting, and raises neither a presumption nor 
estoppel on the merits of the rejection" (citing Quad Environmental Technologies Corp. v. 
Union Sanitary District, 946 F.2d 870 (Fed. Cir. 1991)). 

6. Fee Calculation (37 C.F.R. 1.16): 



Claims as Amended 




Remaining 




Previously 
Paid 


Extra 


Rate 


Total 

Fees 


Total Claims 


13 


minus 


23 


0 


$50.00 each= 


0.00 


Independent Claims 


2 


minus 


5 


0 


$200.00 each= 


0.00 


First presentation of Multiple dependent claim 




$360.00 


0.00 


Sub-total = 


0.00 


Reduction by 14 for filing by a small entity 


0.00 


Total Fee = 


$0.00 



7. Fee Payment : The Commissioner is hereby authorized to charge $510.00 to Deposit 
Account No. 50-03 10 for payment of the One-Month Extension of Time Fee ($120.00), the 
Terminal Disclaimer Fee Under 37 C.F.R, 1.20(d) (Application No. 10/518,010) ($130.00), 
the Terminal Disclaimer Fee Under 37 C.F.R. 1.20(d) (Application No. 10/488,540) and the 
Terminal Disclaimer Fee Under 37 C.F.R. 1.20(d) (Application No. 10/451,262). 

8. Constructive Petition : Except for issue fees payable under 37 C.F.R. 1 . 1 8, the 
Commissioner is hereby authorized by this paper to charge any additional fees during the 
entire pendency of this application including fees due under 37 C.F.R. 1.16 and 1.17 which 
may be required, including any required extension of time fees, or credit any overpayment 
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to Deposit Account 50-0310. This paragraph is intended to be a constructive petition for 
extension of time in accordance with 37 C.F.R. 1.136(a)(3). 



Dated: August 10, 2006 

Morgan, Lewis & Bockius LLP 

Customer No. 09629 

1111 Pennsylvania Avenue, N.W. 

Washington, D.C. 20004 

202-739-3000 



Respectfully submitted, 
Morgan, Lewis & Bockius LLP 

Gregory T. t-owen 
Registration No. 46,882 
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Related Articles, Links 



[Hypolipidemic drugs-ileal Na+/bile acid cotransporter 
inhibitors (S-8921 etc)] 

[Article in Japanese] 

Ichihashi T . 

Developmental Research Laboratories, Shionogi & Co. LTD. 

The ileal Na+/bile acid cotransporter (IBAT) maintains the reabsorption of 
bile acids from the ileum in the enterohepatic circulation of bile acids. 
Interruption of the enterohepatic circulation of bile acids by bile acid 
sequestrants or partial ileal bypass surgery can cause a significant decrease of 
serum cholesterol in animals and human patients. Inhibition of IBAT by J 
specific IBAT inhibitors such as S-8921 has been proven to lower serum/ 
cholesterol in a variety of experimental animals^ IBAT inhibitors, a new class 
of hypocholesterolemic drugs may be used alone or in combination with / 
HMG-CoA reductase inhibitors in the treatment of hypercholesterolemia with 
low dosage and high compliance. ; 

Publication Types: 
• Review 

PMID: 1 1808323 [PubMed - indexed for MEDLINE] 



Display I Abstract 



Show 20 - j| Sort by • j Send to 



Write to the Help Desk 
NCBI | NLM | NIH 



http://ww.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=l 1 808323&dopt=. .. 8/1 0/2006 



AstraZeneca Development Pipeline: NCEs and line extensions 

28 July 2005 
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* project on hold while eariy Phase II data are reviewed 



Line Extensions 



Atacand 


angiotensin II antagonist 


CHF outcomes 
(CHARM study) 


III 


Launched 


Launched 


Atacand 


angiotensin II antagonist 


diabetic retinopathy 


III 


> 2007 


>2007 


C res tor 


statin 


atheroma 


III 


2H2006 


2H2006 


Crestor 


statin 


outcomes CHF 


III 


>2007 


>2007 


Crestor 


statin 


outcomes Renal 


III 


2007 


2007 


Seloken/T oprol-XL 


beta-blocker 


HCTZ combination 


III 


Launched 


4Q 2005 


Exanta 


thrombin inhibitor 


prevention of stroke 
in AF 


III 


Fled 


Filed* 


Exanta 


thrombin inhibitor 


treatment of VTE 


III 


>2007 


>2007 


Exanta 


thrombin inhibitor 


arterial/post Ml 


II 


>2007 


>2007 



*Discusaonsare ongoing with the FDA to determine if there is now a realistic prospect to 
bring Exanta to the US martet. The IND file remains open. 
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